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DETAILED ACTION 

Claims 1-9 are pending in the application. Claims 1-9 will be examined on the 

merits. 

Priority 

Priority to PCT/AU03/01265 filed on September 23, 2003, which claims priority to 
Australian Application Numbers 2002951572 and 2003900236 filed on September 23, 
2002 and January 21, 2003, respectively, is acknowledged. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-3, 5 and 7-8 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for a method of treatment of skin photoageing or 
actinic damage of skin by administering one or more compounds of the general formula 
II, does not reasonably provide enablement for a method of prevention of skin 
photoageing or actinic damage of skin by administering one or more compounds of the 
general formula II. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the 
invention commensurate in scope with these claims without an undue amount of 
experimentation. 
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The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 112, first paragraph, have been described in In re 
Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: 1) scope or breadth 
of the claims; 2) nature of the invention; 3) relative level of skill possessed by one of 
ordinary skill in the art; 4) state of, or the amount of knowledge in, the prior art; 5) level 
or degree of predictability, or a lack thereof, in the art; 6) amount of guidance or 
direction provided by the inventor; 7) presence or absence of working examples; and 8) 
quantity of experimentation required to make and use the claimed invention based upon 
the content of the supporting disclosure. When the above factors are weighed, it is the 
Examiner's position that one skilled in the art could not practice the invention without 
undue experimentation. 

1) Scope or breadth of the claims 

The claims are broader in scope than the enabling disclosure. The specification 
merely discloses, without more, method of treatment of skin photoageing or actinic 
damage of skin by administering one or more compounds of the general formula II. 
However, Applicant is purporting to have a method of treatment of skin photoageing or 
actinic damage of skin by administering one or more compounds of the general formula 
II useful for the prevention of skin photoageing or actinic damage of skin by 
administering one or more compounds of the general formula II. Therefore, applicant is 
enabled for a method of treatment of skin photoageing or actinic damage of skin by 
administering one or more compounds of the general formula II, not for prevention of 
those disorders. 
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2) Nature of the invention 

The nature of the invention is directed to a method for the treatment of skin 
photoageing or actinic damage of skin by administering one or more compounds of the 
general formula II. 

3) State of, or the amount of knowledge in, the prior art 

The art teaches that isoflavones, particularly, can inhibit the harmful effect of 
UVR exposure to the human skin using an effective amount of genistein mixed with a 
variety of carriers and skin treatment compositions (Wei US 5,824,702). 

4) Predictabilitv or lack thereof in the art: The skilled artisan would view that 

treatment to prevent skin photoageing or actinic damage of skin to be totally, absolutely, 
or permanently, as highly unpredictable, and so as to not even occur at the first time, is 
highly unpredictable. 

5) Presence or absence of working examples 

The specification fails to provide scientific data and working embodiments with 
respect to preventing skin photoageing or actinic damage of skin by administering to a 
subject one or more compounds of the general formula II, particularly, equol. Applicant 
has not provided clear and convincing examples on the prevention of skin photoageing 
or actinic damage of skin. Applicant has shown in the working examples treatment and 
potentiated protection, not prevention. 

Therefore, in view of the Wands factors, e.g., the state of the art, absence of 
working examples, predictability or lack of thereof, and the nature of the invention 
discussed above, to practice the claimed invention herein, a person of skill in the art 
would have to engage in undue experimentation to formulate a method of prevention 
of skin photoageing or actinic damage of the skin by administering to a subject one or 
more compounds of general formula II. 
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Genetech, 108 F.3d at 1366 states that "a patent is not a hunting license. It is not a 
reward for search, but compensation for its successful conclusion" and "patent 
protection is granted in return for an enabling disclosure of an invention, not for vague 
intimations of general ideas that may or may not be workable." 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-4 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1-4 provides for the use of compounds of the formula II for the prevention 
and/or treatment of skin photoageing or actinic damage of skin associated with UV 
exposure, but, since the claim does not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claims 1-4 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claims 2-3 and 7-8 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite. 
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Claims 2-3 and 7-8 contain improper Markush language. The claims read 
"selected from". The claims should read "selected from group consisting of. Example 
claim 7 should read, "skin photoageing selected from group consisting of lines, wrinkles, 
freckles, yellowing of skin, skin stretching, dilated capillaries, cherry red spots and dry 
complexion". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-9 are rejected under 35 U.S.C. 102 (b) as being anticipated by Kelly et 
al. (WO 99/36050). 

Applicant claims a method for the treatment of skin photoageing or actinic 
damage of skin which comprises administering to a subject one or more compounds of 
the general formula (II) 



Application/Control Number: 10/528,911 



Page 7 



Art Unit: 1616 

Kelly et al. disclose an invention related to methods of protecting the skin from 
UV induced immunosuppression and UV induced skin damage, such as that resulting 
from exposure to the sun. Kelly et al. disclose that certain isoflavone compounds when 
applied to the skin subsequent to UV exposure or for oral administration prior to or 
following UV exposure, in the form of an after-sun composition, protect the skin from UV 
induced immunosuppression and UV induced skin damage (page 3, lines 26-31). Kelly 
et al. disclose that a composition for application to the skin following UV exposure or for 
oral administration prior to or following UV exposure, which composition comprises a 
compound of the general Formula (I) 



Kelly et al. disclose preferable compounds of the formula (I) are selected from 



compounds on pages 6-8. Kelly et al. further disclose that particularly preferred 
compounds of the formula (I) for use in compositions and methods are equol 
(compound 10 when — is a single bond) and dehydroequol (compound 10 when — is a 
double bond) (page 13, lines 18-20) (compositions of formula (II), equol and 
dehydroequol, instant invention). 

Kelly et al. disclose UV induced skin damage refers to any sunlight or other UV 
damage which effects skin, whether a human or animal. Kelly et al. further disclose 
such damage includes erythema (reddening and swelling of the skin, often referred to 



w 




Application/Control Number: 1 0/528,91 1 Page 8 

Art Unit: 1616 

as sunburn), photoageing of the skin such as hyper keratinization and elastosis and skin 
lesions such as precancerous and cancerous lesions, for example actinic keratoses and 
pre-malignant and malignant skin cancers (page 12, lines 21-26) (skin photoageing or 
actinic damage, actinic keratoses, instant invention). Kelly et al. disclose that the 
photoageing phenomenon includes thickening of skin, drying of skin, increased skin 
pigmentation, skin spots and skin lesions (page 2, lines 10-12)(photoageing, lines, dry 
complexion, cherry red spots, instant invention). Kelly et al. disclose the invention is a 
method of protecting skin from UV induced immunosuppression and UV induced skin 
damage which comprises applying to the skin of a subject after UV exposure a 
composition which comprises a compound of the formula (1) with a dermatologically 
acceptable carrier (page 12, lines 28-30— age 13, lines 1-2) (applied topically, instant 
invention). Kelly et al. further disclose compositions are applied to the skin following sun 
exposure, and are generally applied after each exposure to the skin, or alternatively at 
the end of the day following a series of exposure of the skin to sun (applied topically 
before and/or after skin exposure, instant invention). Kelly et al. disclose the invention is 
a method for protecting skin against UV induced immunosuppression and UV induced 
skin damage by administering orally to a subject either before and/or after UV exposure 
a compound of the formula (I) (page 13, lines 4-7) (administered orally, before and/or 
after skin exposure, instant invention). Kelly et al. disclose in example 2 that 
dehydroequol and equol have significant activity in amelioration of UV induced 
immunosuppression (pages 16, lines 1-24-page 17, lines 1-28). 
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Claims 1-2, 4-7 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Gorbach (US 6,060,070). 

Gorbach discloses a topical use of purified isoflavonoids, which are constituents 
of soy beans and other plants such as clover, to effectively treat and prevent symptoms 
of aging skin, such a wrinkles (col. 1, lines 37-40). Gorbach discloses purified 
isoflavonoids which may be administered according to the invention include equol (col. 
1, lines 44-47) (formula II, equol, instant invention). Gorbach discloses a method of 
treating in a person, one or more symptoms of aging skin, e.g. wrinkles, by applying to 
the person's skin a composition containing a dermatologically acceptable base 
containing between 1 and 40 mg purified isoflavonoid per gram of base (photoageing, 
wrinkles, instant invention) (col. 1, lines 49-55). Gorbach discloses that preferred topical 
formulations are creams, ointments, lotions, emollient creams and ointments, 
moisturizing lotions, and gels (col. 1 , lines 60-64) (topical application, instant invention). 
Gorbach further discloses a method of treating one or more symptoms of aging skin in a 
male person or female person by administering orally a composition containing one or 
more purified isoflavonoids selected from equol (col. 2, lines 3-14) (oral administration, 
instant invention). Gorbach discloses the topical composition should be left on the skin 
for a sufficient period of time to allow the isoflavonoid to be substantially absorbed into 
the skin and the capillaries supplying the skin (col. 2, lines 53-57). Gorbach does not 
specifically point out that the symptoms of aging skin is photoageing, however it is 
inherent that some symptoms of aging skin are caused by exposure to the sun. 

None of the claims are allowed. 
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Conclusion 



Information regarding the status of an application may be obtained from the Patent 



applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free)? If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andriae M. Holt whose telephone number is 571-272- 
9328. The examiner can normally be reached on 9:00 am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is^ssigned is 571-273-8300. 



Application Information Retrieval (PAIR) system. Status information for published 



Andriae M. Holt 
Patent Examiner 





